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Art Unit: 1632 

DETAILED ACTION 

1 . Claims 1-44 are pending in the instant application. 

Election/Restrictions 

2. Restriction is required under 35 U.S.C. 121 and 372. 

This application contains the following inventions or groups of inventions, which are not 
so linked as to form a single general inventive concept under PCT Rule 13.1. 

In accordance with 37 CFR 1.499, applicant is required, in reply to this action, to elect a 
single invention to which the claims must be restricted. 

I. Claims 1-21, 22-25, 26-30, 37-38, 39-41, drawn to a nucleic acid construct 
comprising genomic nucleic acid, said viral genomic nucleic acid comprising at least two 
endogenous gene expression regulatory units which each comprise an endogenous promoter 
capable of expression in a mammalian cell, where the endogenous promoters of the units are 
active at the same phase in the viral life cycle of the virus which the viral genomic nucleic acid is 
derived from, where (a) at least two of the endogenous gene expression regulatory units 
comprising promoters active at the same phase are each operably linked to a separate 
heterologous coding sequences inserted into the viral genomic nucleic acid; and (b) the viral 
genomic nucleic acid is from 1-50 kb in length excluding the heterologous inserted into it; a 
method of generating a nucleic acid construct for direct administration to a subject to elicit an 
immune response in the subject; and a coated particles, suitable for delivery from a particle- 
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mediated delivery device, which particles comprise carrier particles coated with a nucleic acid 
construct, wherein the construct comprises viral genomic nucleic acid. 

II. Claims 31-35, 36, and 43-44, drawn to a method of obtaining expression in a 
mammalian cell of a polypeptide of interest, which method comprises transferring into said cells 
a nucleic acid construct comprising viral genomic nucleic acid; and a method of nucleic acid 
immunization comprising administering to a subject an effective amount of coated particles, 
which particles are suitable for delivery from a particle-mediated delivery device, the particles 
comprising carrier particle coated with a nucleic acid construct comprising recited viral genomic 
nucleic acid. 

Additionally, each group named above is subject to further restriction. Applicants are 
required to further elect a specific combination of (a DNA virus/an RNA virus — claim 5; a 
herpesvirus/an adeno-associated virus (AAV) —claim 6; a herpes simplex virus (HSV)/a 
cytomegalovirus (CMV)/an Epstein Barr virus (EBV) — claim 7; HSV-l/HSV-2 —claim 8) 
from (the claim, table, etc), [or a specific combination of. . . to which the claims will be limited]. 
This is NOT an election of species. 

A DNA and a RNA virus are patentably distinct because their genomes are consisted 
different nucleotide sequences. Structurally distinct nucleotide sequences are distinct chemical 
compounds and are unrelated to one another. These sequences are thus deemed to normally 
constitute independent and distinct inventions within the meaning of 35 U.S.C. 121. Absent 
evidence to the contrary, each such nucleotide sequences are presumed to represent an 
independent and distinct invention, subject to restriction requirement pursuant to 35 USC 121 
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and 37 CFR 1.141. By statute, "[i]f two or more independent and distinct inventions are claimed 
in one application, the Commissioner may require the application to be restricted to one of the 
inventions." 35 U.S.C. 121. Pursuant to this statute, the rules provide that "[i]f two or more 
independent and distinct inventions are claimed in a single application, the examiner in his. action 
shall require the applicant... to elect that invention to which his claim shall be restricted." 37 
CFR 1.142 (a). See also 37 CFR 1.141(a). It is noted that searching more than one of the 
claimed patentably distinct sequences represents a serious burden for the office. 



3. The inventions listed as Groups MI do not relate to a single general inventive concept 
under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or corresponding special 
technical features for the following reasons: 

Applicant's claims encompass multiple inventions and do not have a special technical 
feature which link the inventions one to the other, and lack unity of invention. The common 
technical feature in all groups, as stated in claim 1, is a viral genomic nucleic acid with a size of 
1-50 kb in length excluding the heterologous sequences inserted into it. However, this common 
technical feature cannot be a special technical feature under PCT Rule 13.2 because the feature is 
shown in the prior art. Roizman et al. (U.S. Patent Number 5,328,688, issued July 12, 1994) 
teach recombinant herpes simplex virus (HSV) vaccines and methods of preparing and the 
vaccines and using the vaccines for immunizing a human host (See title and abstract). More 



Application/Control Number: 1 0/529,0 1 1 Page 5 

Art Unit: 1632 

specifically, Roizman et al. teach HSV-1, HSV-2, ICP34.5 gene, and HSV having a deletion in 
or stop codon inserted in the ICP34.5 gene (See claims 1-10 for instance). 

Inventions of the Groups I-II are patentably distinct each from the other because Group I 
is drawn to products (a nucleic acid construct, a method of generating a nucleic acid product, a 
coated particle suitable for delivery of a nucleic acid construct), whereas Group II are different 
processes of using the products: a method of obtaining expression in a mammalian cell of a 
polypeptide of interest, and a method of nucleic acid immunization comprising administering to 
a subject an effective amount of coated particles. The characteristics of the products in Group I 
are not obvious over the steps and technical considerations of the processes for methods of 
Group II. 

The search of the above listed Groups I-I is distinct one from each other and not co- 
extensive and thereby presents search burdens on the examiner. 

4. Because these inventions are independent or distinct for the reasons given above and the 
inventions require a different field of search (see MPEP § 808.02), restriction for examination 
purposes as indicated is proper. 

5. The following claims require election of a single species. 

(1). This application contains claims directed to the following patentably distinct 
species: ICP0 promoter, ICP4 promoter, ICP22 promoter, and ICP27 promoter in claim 9, are 
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independent or distinct because they are different promoters of different genes with different 
structures and function in regulation of gene expression. 

(2). This application contains claims directed to the following patentably distinct 
species: two gene expression regulatory units of UL36 and UL37, UL36 and UL38, UL37 and 
UL38, UL82 and UL83, UL122 and UL123 in claims 11. The species are independent or 
distinct because they are different regulatory units of the endogenous CMV promoters with 
different structures and function in regulation of gene expression. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is finally 
held to be allowable. Currently, claims 9, and 11 are generic. 

Applicant is advised that a reply to this requirement must include an identification of the 
species that is elected consonant with this requirement, and a listing of all claims readable 
thereon, including any claims subsequently added. An argument that a claim is allowable or that 
all claims are generic is considered nonresponsive unless accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration of 
claims to additional species which depend from or otherwise require all the limitations of an 
allowable generic claim as provided by 37 CFR 1 .141 . If claims are added after the election 
applicant must indicate which are readable upon the elected species. MPEP § 809.02(a). 
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6. The election of an invention or species may be made with or without traverse. To reserve 
a right to petition, the election must be made with traverse. If the reply does not distinctly and 
specifically point out supposed errors in the restriction requirement, the election shall be treated 
as an election without traverse. 

Should applicants traverse on the ground that the inventions or species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record showing the 
inventions or species to be obvious variants or clearly admit on the record that this is the case. In 
either instance, if examiner finds one of the inventions unpatentable over the prior art, the 
evidence or admission may be used in a rejection under 35 U.S.C. 103(a) of the other invention. 

7. The examiner has required restriction between products (Groups I) and process of using 
the products (Groups II) claims. Where applicant elects claims directed to the product, and the 
product claims are subsequently found allowable, withdrawn process claims that depend from or 
otherwise require all the limitations of the allowable product claim will be considered for 
rejoinder. All claims directed to a nonelected process invention must require all the limitations of 
an allowable product claim for that process invention to be rejoined. 

In the event of rejoinder, the requirement for restriction between the product claims and 
the rejoined process claims will be withdrawn, and the rejoined process claims will be fully 
examined for patentability in accordance with 37 CFR 1.104. Thus, to be allowable, the rejoined 
claims must meet all criteria for patentability including the requirements of 35 U.S.C. 101, 102, 



Application/Control Number: 10/529,01 1 Page 8 

Art Unit: 1632 

103 and 1 12. Until all claims to the elected product are found allowable, an otherwise proper 
restriction requirement between product claims and process claims may be maintained. 
Withdrawn process claims that are not commensurate in scope with an allowable product claim 
will not be rejoined. See MPEP § 821.04(b). Additionally, in order to retain the right to rejoinder 
in accordance with the above policy, applicant is advised that the process claims should be 
amended during prosecution to require the limitations of the product claims. Failure to do so 
may result in a loss of the right to rejoinder. Further, note that the prohibition against double 
patenting rejections of 35 U.S.C. 121 does not apply where the restriction requirement is 
withdrawn by the examiner before the patent issues. See MPEP § 804.01. 

8. Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1.48(b) if one or more of the 
currently named inventors is no longer an inventor of at least one claim remaining in the 
application. Any amendment of inventorship must be accompanied by a request under 37 CFR 
1.48(b) and by the fee required under 37 CFR 1.1 7(i). 

Any inquiry concerning this communication from the examiner should be directed to Wu- 
Cheng Winston Shen whose telephone number is (571) 272-3157 and Fax number is 571-273- 
3157. The examiner can normally be reached on Monday through Friday from 8:00 AM to 4:30 
PM. If attempts to reach the examiner by telephone are unsuccessful, the supervisory patent 
examiner, Ram Shukla, can be reached on (571) 272-0735. The fax number for TC 1600 is (571) 
273-8300. Any inquiry of a general nature, formal matters or relating to the status of this 
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application or proceeding should be directed to Dianiece Jacobs whose telephone number is 
(571) 272-0532. 




Wu-Cheng Winston Shen, Ph. D. 
Patent Examiner 
Art Unit 1632 
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